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Thank you, Mr. Chairman and members of the committee for holding a hearing
on this important subject.

In so many ways, cancer is public enemy number one for our citizens’ health and
many times our citizens’ survival.

This bill would promote and encourage the advancement of cancer research by
allowing researchers greater access to more specific information on the existing
cancer registry in Wisconsin which is officially referred to as the Wisconsin
Cancer Reporting System.

Especially in three general areas regarding the background of the patient where
they were living, their age, etc. as well as the type of cancer they have and the .
stage that it is in and third the type of treatment that is being administered is all
valuable in understanding the causes and the effectiveness of cures of cancer.

This bill has adequate safeguards to make sure this information is used
‘appropriately and will allow cancer researchers more information and research
'data needed in the fight to find ways to cure and prevent cancer. This bill has a

broad coalition of democrats and republicans from both houses. | thank Sen.

Sullivan and Rep. Schilling for doing the research necessary to put this bill
together in such an efficient way.

| would be happy to answer any questions.
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(Good morning committee members, and thank you for your attention to Assembly Bill 740,
legislation that will help researchers study cancer and cancer prevention.

The Wisconsin Cancer Reporting System (WCRS) is a repository for all diagnoses of cancer and
precancerous (tumors of the central nervous system) conditions in Wisconsin. It was established
in 1976 by the Wisconsin Legislature, and continues to operate today under rules established
over thirty years ago.

Assembly Bill 740 will update Wisconsin law to allow the Wisconsin Cancer Reporting System
to provide confidential data to qualified researchers for the purpose of cancer research,
prevention and control. Currently the WCRS is only able to provide researchers that do not meet
the current statutes access to de-identified data that is not always sufficient for their research.
Sometime researchers need more specific data to complete and validate their research, and that is
the purpose of Assembly Bill 740. Assembly Bill 740 will allow the WCRS to release
confidential, patient-identifiable data to qualified researchers for the purpose of studying cancer
or cancer prevention.

Numerous safeguards are built in to ensure the information is protected and only used for the
purpose of studying cancer. These safeguards include a rigorous application process, approval
by an institutional review board (IRB), and civil and criminal penalties for misuse of data.

Organizations from around the state have endorsed this legislation, including the American
Cancer Society, Medical College of Wisconsin, Gunderson Lutheran Health System, University
of Wisconsin School of Medicine and Public Health, Marshfield Clinic, Wisconsin Cancer
Council, Wisconsin Medical Society, Wisconsin Collaborative for Healthcare Quality, St.
Joseph’s Hospital, Wisconsin Association of Health Plan, Lakeshore Medical Clinic, Medical
Associates Health Center and more.

Medical research has been a source of great pride in Wisconsin, and this bill will help move
research towards the ultimate goal: a cure. Wisconsin is one of only five states that does not
currently release patient-identifiable data. We all want to find a cure for cancer, and it is time for
Wisconsin to join other states and give our researchers the tools they need in order to do their
work. I ask for your support of Assembly Bill 740.
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State of Wisconsin
Department of Health and Family Services

Wlm Jim Doyle, Governor

Kevin R. Hayden, Secretary

February 13, 2008

TO: -Assembly Committee on Public Health

FROM: Katie Plona, DHFS legislative liaison
RE: Assembly Bill 740

Good morning—T'mKatie Plona; legislative liaison for the Department of Health and Family Services. With me today is
Laura Stephenson, who is the Program Director for the Wisconsin Cancer Reporting System in the Division of Public
Health. Senator Carpenter and committee members, thank you for the opportunity to testify in favor of Assembly Bill 740.

I would like to use my time before the committee to provide some background about the cancer registry at DHFS.

~The Wisconsin Cancer Reporting System, established in 1976 by the Legislature, is Wisconsin’s only statewide cancer
registry. It has 7.9 FTE/LTE/contract positions that are 75-percent funded through a federal cancer grant and 25-percent
funded by GPR to meet the federal grant’s requirement for state “maintenance of effort™ and matching funds. The
program has been serving the state of Wisconsin in a number of valuable ways for more than 30 years:

* We have provided aggregate data on the burden of cancer in Wisconsin through its annual report and other
specifically focused reports and studies;
Provided de-identified datasets to researchers in Wisconsin and around the country for more in-depth research;
Provided confidential information for approved research, as allowed by the current Wisconsin statute;
Provided aggregate data to include in national and international publications.

Currently, identifiable data from the cancer registry is not available outside of DHFS with two exceptions: to a nationally
recognized tumor registry, which is the National Program of Cancer Registries within the Centers of Disease Control and
Prevention or to another state central cancer registry. Our registry would contain information about patients who are
residents of another state if they have had their cancer diagnosis in Wisconsin.

The restriction on data release was a standard precaution in the 1970s and 1980s when our system started. But, it has
proven to be increasingly insufficient to meet the needs of qualified cancer researchers in Wisconsin and around the
country. The cancer research arena has broadened in the last decade, but Wisconsin’s cancer laws have not been updated
to meet those needs.

In 1992, the U.S. Congress passed Public Law 102-515, allowing for the creation of a National Program of Cancer
Registries. The main purpose of this law was to establish central cancer registries in states that did not have one and to
improve and enhance cancer registrics that were already in existence, such as Wisconsin’s registry. In the area of cancer
data release, the Public Law, under criterion VI, requests that state registries have “a means by which confidential case
data may in accordance with State law be dlsclosed to cancer researchers for the purposes of cancer prevention, control
and research ‘ :

Many states established cancer registries through this law, and when doing so, wrote statutes that allowed access to
confidential cancer data for qualified researchers following the guidelines in the federal law. AB 740 allows for increased
release while still protecting the confidentiality of the data as defined in other parts of the current state statue.
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We have worked closely with the bill’s authors, key research institutions and organizations in Wisconsin to develop the
specific provisions and definitions used in AB 740. We greatly appreciate how receptive they have been to work with the

Department.

We support this legislation because it will increase opportunities for important research. Additionally, there are key
provisions in the bill that I would like to highlight: :

I.

6.

7.

AB 740 authorizes 1.0 FTE in the registry to conduct the work needed to meet the increased demands for data this
legislation will generate. Currently, the Wisconsin registry is the fourth lowest staffed registry in the country.
The Wisconsin staff’s current focus is to meet the national requirements for data completéness, timeliness and
quality. Allowing increased access to data for research without providing the necessary staff to complete the
requests would put an undue burden on current staff and the completeness, quality and timeliness of data requests
would suffer. Revenue the Department collects from researchers for this data would be used to pay back the
general fund. . '

This GPR-funded position will also improve the registry’s ability to meet the CDC grant’s maintenance of effort
requirement that I mentioned earlier and the additional required match component. The requirement is one dollar

- of non-federal funding for every three dollars of federal funding. In addition, the proposed annual $90,000

allocated to this position will allow the registry, based on the 3:1 match calculations, to annually request three -

 times that amount, $27,000, in additional federal funding in future grant applications. Unfortunately, additional

federal funding is limited gnd not a guarantee. Still, this legislation creates the potential for Wisconsin to receive
more federal funds. . A '

AB 740 defines “research” and “researcher” in a way that meets federal standards for these definitions.

AB 740 includes specific requirements for materials to be provided to the Department when requesting data that
inform the Department about the nature of the research request, the protections for the data and the researcher’s
qualifications.

It creates civil and criminal penalties for misuse of the data.

It includes language that follows the federal Public Law 102-515 criterion for release of confidential data to
researchers by limiting release only for the purpose of studying cancer, cancer prevention or control.

It does not alter any other part of the statute that discusses confidentiality of data.

It includes language protecting the data from open records requirements.

Thank you again for the 'oppominity to testify in favor of AB 740. Laura and I are available to answer any questions you
may have.
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Assembly Public Health Committee
Wisconsin State Capitol
Madison, WI 53707

Dear Chairman Hines and Members of the Assembly Public Health Committee:

Please allow me to introduce myself, I am Dr. Humberto Vidaillet, a cardiologist specializing in
electrical disorders of the heart and Director of Marshfield Clinic’s Research Foundation, part of the
Marshfield Clinic system. I am writing on behalf of the Marshfield Clinic system in support of
Assembly Bill 740-Cancer Research Advancement Act.

To briefly tell you a bit about the Marshfield Clinic system:

e Marshfield Clinic 1s a 501(c) (3) not-for-profit health care system.

e Our mission is “to provide high-quality health care to all who access our system regardless of
payer source; to engage in basic science and clinical research to improve patients’ lives; and to
train the next generation of physicians through undergraduate and graduate medical education.”

e Marshfield Clinic is a physician-led, not owned, integrated outpatient health care system with a
20-county primary service area in North Central Wisconsin, '

¢ We currently have 41, soon to be 47, clinics and facilities in this region, with almost 800
physicians and approximately 6,500 additional employees.

e We provide primary, secondary, and tertiary health care to all who access our system. In FY
2007, Marshfield Clinic saw approximately 365,800 unique patients.

An integral part of the Marshfield Clinic System is the Marshfield Clinic Research Foundation.
Founded in 1959, the Research Foundation was initially involved in the diagnosis of agricultural
related diseases. Currently there are 24 full-time PhD Scientists and 160 support staff involved in
over 400 research studies funded by various Federal and State Agencies including the National
Institute of Health, National Cancer Institute, and Centers for Disease Control.

Marshfield Clinic has approximately 30 medical, pediatric, surgical, and radiation oncology specialists
on staff who actively participate in oncology clinical trials. Approximately 400 Marshfield Clinic
system patients are enrolled annually in cancer clinical trials. Those 400 patients and other patients
from other centers in the state and outside of the state are participating in over 100 clinical trials,
which continue to seek patient inclusion.
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For mote than 30 years, Marshfield Clinic and Marshfield Clinic Research Foundation have
participated in the Community Clinical Oncology Program sponsored by the National Cancer
Institute. 'This initiative was founded to translate state of the art cancer research to community
clinical practices in rapid times spreading high-quality cancer care throughout Wisconsin beyond our
2 major metropolitan areas.

AB 740, authored by Rep. Schilling and Sen. Sullivan, will allow researchers and clinicians involved
in cancer care in Wisconsin to access with appropriate safeguards the Wisconsin Cancer Reporting
System (WCRS). This data will allow researchers and clinicians in Wisconsin to track cancer clusters
in parts of the state, to access incidence and prevalence data statewide of rare and common forms of
cancer and to follow patients’ response to therapy.

Having this kind of population-based cancer data available will help Wisconsin achieve part of its
Healthy Wisconsin 2010 and beyond goals of reducing the incidence of cancer and deaths due to .

AB 740 will make critical state based cancer statistics accessible to a larger cadre of cancer treatment
specialists and researchers.

Marshfield Clinic urges you to support AB 740.
Sincerely,

Humberto Vidaillet, M.D.
Director of Marshfield Clinic Research Foundation

H\gov_rel\Hearing Statements\Vidaillet Letter Sen Health Cx 020708.doc
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Y Paul P Cﬁir bone ' ‘ | © University of Wisconsin
Compr ehensive Cﬂncer Center - School of Medicine and Public Health
To: Assemb'ly ‘Committee on Public Health

From: ' 7 Amy Trentham-Dietz, PhD
Subject:  Assembly Bill 740

‘Date: February 13, 2008 - -

Hello My name is Amy Trentham-Dietz. I am an associate professor in Population Health
Sciences at the University of Wisconsin- Madlson and a Member of the Paul P. ‘“"“bone
Comprehensive Cancer Center. :

There are a few points I would like to bring to your attention today in support of Assembly Bill
740, also called the Cancer Research Advancement Act.

I would like to first testify in support of the tremendous value of the Wisconsin Cancer Reporting
System. This population registry is the only way we have to monitor the burden of cancer in the
state. Trends in the Wisconsin data tend to mirror the ones observed in national data. This is
reassuring because this shows that our data are not limited by incomplete reporting that
invalidates its use for research or surveillance. Our high-quality data allow us to monitor for
unexpected increases or decreases in the numbers of cancer cases here at home. For example, we
can assess how cancer rates are different according to geographic location within the state. Past
studies have examined where women were most likely to be diagnosed with advanced-staged
breast cancers within Wisconsin, showing us where screening mammography efforts should be
targeted so that more women have their breast cancers diagnosed earlier to improve their chances
for long-term survival and cure.

My second point is that 1 believe Wisconsin citizens are suppottive of expanding cancer
research. 1 have been doing cancer research at the University of Wisconsin, working closely
with registry staff, for over a decade. I routinely feel grateful that I am conducting research in
Wisconsin because of the tremendous support that cancer patients provide for cancer studies.
We often achieve 70, 80, or even 90% participation rates in our studies because men and women
around our state are committed to reducing the burden of cancer. High participation rates are
critical so that we can be assured that our study groups are representative of the targeted patient
groups and our studies are not biased because they are missing important subgroups of people.
Our study participation rates are the envy of researchers in other states.

Lastly, I want to urge you to support the fiscal note. The staff members at the registry are deeply
committed to fulfilling the registry’s mandate to collect data and provide data summaries to the’
Centers for Disease Control (the CDC) and the North American Association of Central Cancer

‘Registries. The Wisconsin registry is understaffed relative to other comparable sized states and
even states with smaller populations. While data collection and data utilization are both




important goals for the registry, providing datasets to researchers is necessarily the second step,
with registry staff concentrating most of their efforts on data collection and consolidation. Last
year I submitted 7 data requests to the registry corresponding to research studies supported by
the National Cancer Institute, the CDC, the Susan G Komen for the Cure Breast Cancer
Foundation, the Wisconsin Partnership Fund for a Healthy Future, and the Carbone Cancer
Center. It has taken 3 months, 6 months, or even longer to receive the data for these requests. I
want to emphasize that I believe the registry staff are dedicated to supporting research and would
have provided these data to me sooner if they only had the time. It is essential that the fiscal note
© is included with this bill. In light of current delays in data requests, I am concerned that the
registry will not have the capacity to handle an expansion in access to the cancer data for
research purposes.

As we in Madison and Milwaukee and LaCrosse and elsewhere around the state expand. our.
efforts to support public health, I hope that you will support both this bill and its associated fiscal
note because Assembly Bill 740 will translate to improvements in our ability to prevent, detect,
and treat cancer all across Wisconsin. :

Thank you for your attcnfion.
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Good morning. | am Linda Roberts, a member of Wisconsin Breast Cancer
Coalition (WBCC).

The Wisconsin Breast Cancer Coalition is a non-partisan, grassroots advoc;acy
and educational organization whose mission is to eradicate breast cancer.

The Wisconsin Breast Cancer Coalition, based in Milwaukee, works throughout
the state fo educate and inform Wisconsin residents about breast cancer. This
inciudes legislators and public policy makers.

WBCC is a member of the National Breast Cancer Coalition (NBCC), another
non-partisan, grassroots advocacy group which advocates for breast cancer
legislation at the federal level.

The National Breast Cancer Coalition’s members-include more than 500
organizations and over 60,000 individuals. The Wisconsin Breast Cancer
Coalition is one of these member groups.

One of the National Breast Cancer Coalition’s accomplishments is the nearly $2
billion from 1991 in funding to the Department of Defense’s Breast Cancer
Research Program. Out of the DoDBCRP came the drug Herceptin. This drug is
the only defense for the particularly aggressive HER-2/Neu positive breast
cancer.

| am here today to indicate WBCC's strong support for this legislation.

We realize that breast cancer is a complex disease and that we need all the
potential “breast cancer-fighting tools” we can get into our toolbox.

Armed with more information to discover the cause — be it genetics or
environmental or some combination of these and other factors —and a cure, this
information is vital to eradicate breast cancer.

The WBCC urges passage of this bill to law.

On a personal note, | speak for my late sister Nancy Louise DalBesio who died of
HER-2/Neu positive breast cancer at the age of 44. | know Nancy would
welcome this legislation so her daughters, who are now in their early 20s, will not
have to pay the same price she did.

Our website is: www.standupandspeakout.org _
The National Breast Cancer Coalition website is: www.stopbreasicancer.org

| Thank you.






Date: Wednesday, February 13, 2008

To: Representative J.A. Hines, Chair, and Representative Committee on Public Health,
From: J. Frank Wilson, M.D., FACR, FASTRO

Re: Assembly Bill 740

Representative Hines and Representative Colleagues:

I am writing to express support for Assembly Bill 740. This bill, combined with the
fiscal note attached, plays a critical role in supporting cancer research, prevention, and
care in Wisconsin.

In 1976, the Wisconsin Cancer Reporting System was established to track all cancer
cases diagnosed in the state of Wisconsin. Hospitals and physicians are required to report
cases using a standardized method. In 2002, this meant that 26,180 cases were reported.
This information, along with that from the rest of the nation, forms the reference base for
cancer-related research, treatment advances, and prevention efforts. As the President of -
the National Cancer Registrars’ Association, Dr. Healy of Memorial Sloan-Kettering
said, “A network of cancer registries can be our most potent new weapon against cancer.
Today, thousands of people are living as a result of the type of information we collect and
analyze.” This includes Wisconsin citizens, your constituents, of all ages, colors and
creeds.

The Centers for Disease Control’s stated goal in supporting Cancer Registries is “to
prevent and control cancer and improve patient care.” This is achieved “by providing
evidence-based information to physicians that is used to assess the efficacy of varying
diagnostic and therapeutic methods and options and to plan, review, and update standards
of care.” In other words, a complete, up-to-date, and accessible registry is essential for
the citizens of our state to receive proven preventive services, the most effective
screening measures, and optimal life-saving treatment. This bill would play a crucial role
in protecting the health of Wisconsin citizens by allowing researchers access to the
information in the registry while also maintaining the privacy of individuals. It also adds
one FTE to the WCRS staff. This final component is absolutely critical for several
reasons:

e The Wisconsin Cancer Reporting System staff have done and are doing an
outstanding job and were recognized in 2004 by the CDC for their work; they are
already working as efficiently as possible.

» Wisconsin’s registry has the fifth highest caseload per staff among all states with
over 4000 cases a year for each staff member being registered. This is twice the
national average.

¢ Minnesota has slightly fewer cancer cases each year, but over four times the staff
that Wisconsin does. Other states with comparable caseloads are Alabama with
1800 cases per staff member, Missouri with 1700, and Arizona with 1600.

e Understaffing will limit the ability of the registry to be maintained and used
effectively in several ways:

Resources * Education * Collaboration e Advocacy
Bringing pariners together to advance Comprehensive Cancer Control in Wisconsin
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o The current National Program of Cancer Registries funding cycle, which
began last year, requires all states to employ more than one Certified
Tumor Registrar (CTR). Wisconsin currently can not meet this standard,
jeopardizing our federal funding;

o Reporting in Wisconsin varies between facilities because, unlike New
York and other states, we do not require that every cancer case report be
prepared by a CTR. This additional position would improve data quahty
and thereby improve research ouicomes;

o WCRS staff provide assistance in training and electronic reporting and
would be even more involved in monitoring and education with the
measures contained in this bill. Current staff levels are simply insufficient
1o do all of this with the quality and timeliness that a necessary function of
this magnitude merits.

The contents of this bill, including the addition of a staff member, are also consistent with
the Wisconsin Comprehensive Cancer Control Plan. The addition of a staff member and
the availability of data to researchers are critical in achieving several priorities identified
in the Plan. Among the most important of these is improved collection of data on racial
and ethnic minorities. African American, Latino, and Native American patients bear a
disproportionate burden of cancer mortality. In particular, they are less likely to be alive
five years after a cancer diagnosis. If we are serious about closing health disparities in
the State of Wisconsin, we must support legislation such as this that gives researchers,
public health officials, and administrators the tools they need to provide beiter care for
minority populations.

Members of the committee, please support this bill, including the addition of one FTE to
the WCRS staff. It is an investment in the health and future of the citizens of Wisconsin.

Sincerely,
I Fravt ddihas,, mp

J. Frank Wilson, M.D., FACR, FASTRO

Immediate Past Chairman, Wisconsin Cancer Council

Chairman and Bernard & Miriam Peck Professor of Radiation Oncology
Director Emeritus, Cancer Center

Medical College of Wisconsin

Resources  Education * Collaboration ¢ Advocacy
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February 6, 2008

To the Members of the Senate Committee on Public Health, Senior Issues, Long Term Care and
Privacy, ' :

Thank you for considering SB 415, The Cancer Research Advancement Act. Gundersen
Lutheran Health System is privileged to testify in support of this legislation.

The bili updates existing Wisconsin law governing the state cancer registry to allow for release
of patient-identifiable cancer registry data to researchers who meet the bill’s conditions.

This bill can help Wisconsin’s researchers achieve life-saving discoveries in cancer detection and
treatment, and most importantly, help ensure cvery cancer patient has the best fighting chance
against this horrific disease. '

In adopting the bill’s chaﬁges, Wisconsin will more completely satisfy compliance with U.S.
Public Law 102-515, the “Cancer Registries Amendment Act,” which governs stale cancer
registries seeking CDC funding.

BACKGROUND

This bill began with a physician, Dr. Richard Ellis, at Gundersen Lutheran’s Norma T. Vinger
Center for Breast Care in La Crosse, Wisconsin. Dr. Ellis is conducting research on ways to
detect and diagnose breast cancer earlier. We know that when a woman is diagnosed with breast
cancer early, she has as much as a 92% chance of swviving. But when a woman is diagnosed
late, with ‘Stage IV” breast cancer, her chance of surviving drops to 7%. For this reason, Dr.
Ellis has been studying for five years his patients and their outcomes to identify more effective
ways of detecting cancer earlier. But in completing this research, Dr, Ellis ran into an obstacle
with Wisconsin’s cancer registry statute. He couldn’t get the data he needed.

We found that Wisconsin’s cancer registry statute lacks a provision allowing for release of
patient-identifiable cancer registry data to researchers. After some additional research, we
discovered 45 other states across the country allow for release of this patient-identifiable canicer
registry data to their researchers, making Wisconsin one of only five states that does not. (See
Appendix 1 for a complete list).

With Wisconsin's strong fradition of achievement in scientific and medical research, we were
surprised that our state cancer registry was less research-conducive than the rest of the country.

“1-




So, we set out to update the Wisconsin Cancer Registry statute, by writing a bill that will enable
the registry to share patient-identifiable data with researchers who meet the bill's conditions.

Dr. Ellis believes his research will provide a national model for breast care that would achieve
better patient outcomes and reduce costs associated with treating breast cancer. But in order to
complete and publish his research findings, he needs to verify his research with data contained in
the Wisconsin Cancer Registry, spemﬁcally, to identify the number of times he missed a cancer
diagnosis, called a “false negative.” With this information, his research can be sure it has
identified all of the best methods for diagnosing breast cancer as early as possible.

Dr. Ellis is just one of many researchers in Wisconsin conducting important and potentially
lifesaving cancer research. Updating the cancer regisiry in this way will enable cancer
researchers across the state (and for years to come) to conduct cancer research on the same level
as the rest of the nation - bringing Wisconsin's cancer research in line with the other scientific
research Wisconsin has become known for across the globe.

STATEWIDE SUPPORT

We started working on ﬂ’].lS bill one year ago. We've worked with the Déepartment of Health and.

_ Family Services and the patient advocacy community, including the Wisconsin Cancer Council,

the Wisconsin Breast Cancer Coalition and the American Cancer Society who have all pledged
their support for the legislation.

As you can see by the attached letter of support (Appendix 2), this measure is supported by

medical and research institutions across the state, including the University of Wisconsin School

of Medicine and Public Health, Marshfield Clinic, the Medical College of Wisconsin, Gundersen
Lutheran, the Wisconsin Medical Society, the Wisconsin Collaborative on Healthcare Quality,
Ministry Health Care, and others.

To date, there are no groups or organizations in opposition to the bill. Naturally, people have
questions about protection of patient confidentiality. We’ll discuss this topic below. Our federal
laws were written both to encourage research and protect patient confidentiality - and this bill is
an example of how we can advance cancer research while ensuring strict compliance with state
and federal laws regarding patient confidentiality.

RESEARCH AND PROTECTING PATIENT CONFIDENTIALITY
Public Law 102-515, or the “Cancer Registries Amendment Act,” was passed by the 102 U.S.
Congress in 1992 to establish a national program of cancer registries (See Appendix 4). The Law .
allows the Secretary of Health and Human Services to fund state cancer registries that meet the
requirements set forth by the Act. '

Two of the eight requirements of Public Law 102-515 a:ré relevant to this discussion. They
directly support research using confidential cancer registry data. So much so, that any cancer

“registry seeking federal funding must provide:

(vi) for a means by which confdenﬁal case data may in accordance with State
law be disclosed to cancer researchers for the purposes of cancer prevention,
control and research;
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(vii) for the authorization or the conduct, by the statewide cancer registry or other
persons and organizations, or studies utilizing statewide cancer registry data,
including studies of the sources and causes of cancer, evaluations of the cost,
quality, efficacy, and appropriateness of diagnostic, therapeutic, rehabilitative,
and preventative services and programs relating to cancer and any other clinical,
epidemiological, or other cancer research.

- Public Law 102-515, 1020d United States Congress. The Cancer Registries Amendment Act of 1992,
: As reprinted by the U.S. Department of Health and Human Services.

Public Law 102-515 explicitly supports research using cancer registry data. Our bill will amplify
and further satisfy Wisconsin’s compliance with Public Law 102-515 by providing for a means
to complete sections VI and VII, increasing our chances for securing additional federal funding.

There are a number of protocols in this bill that will prevent misuse of cancer registry data and
ensure protection of patient confidentiality as guided by state and federal law.

First, according to this bill, researchers must receive authorization of a Federalwide Assurance-
Holding (FWA) Institutional Review Board (IRB). The process is heavily regulated by the
federal government and a process that is challenging for even the most well qualified
tesearchers. Full details on FWA-holding IRBs can be found on the U.S, Department of Health
and Human Services website (http://www.hhs.gov/ohrp/assurances/assurances index.himl) (See
also Appendix 3). Only researchers who receive this authorization can access the cancer registry
data, pending the researcher also meets the bill’s other requirements. The researcher must present

- documentation of this FWA-holding IRB authorization to the Wisconsin Department of Health

and Family Services (DHFS) as part of his or her application for the cancer registry data.

Néxt, the researcher must provide to DHFS his or her qualifications. This step will provide the
Department with information on the researcher’s qualifications, employer, sponsoring .
organization, and past experiences conducting research with protected patient information.

Additionally, the researcher must provide the protocol for his or her research. This protocol
must include a description of the means by which the researcher will ensure total protection of
the confidential cancer registry data he or she is given. If the researcher compromises the cancer
registry data in any way, the researcher is held to the bill’s criminal and civil liabilities.

The researcher’s protocol must also include the names, affiliations, and qualification of those
within the research study who will also have access to the researcher’s cancer registry data.
Anyone whose name is not included in the research protocol cannot legally access the
researcher’s confidential cancer registry data. If they accessed the data, they would be subject to
the penalties provided in the bill which are both criminal and civil.

If the researcher attempts to disclose in his protocol that he intends to share or publish any
confidential cancer registry data in a manner that is inconsistent with protection of patient
confidentiality or the intent of this legislation, the Department of Health and F amily Services can
deny or amend the researcher’s request. Again, if a researcher compromises the cancer registry
data in any way, the researcher is subject to criminal and civil penalties.

Furthermore, the bill prohibits publicly revealing information that may serve to identify the
individual whose information was released from the cancer registry. In this bill, “public” means
any person beyond those outlined within the researcher’s original application and research

-3.




protocol. Only aggregate, de-identified information can be shared publicly or with persons
outside of those identified in the researcher’s application and research protocol approved by the
Department. If the researcher or the researcher’s organization uses the patient-identifiable
information in any business competitive manner not expressly approved by the Department, the
researcher and/or organization will be in violation of the statute, HIPAA and punished
accordingly. '

Additionally, the bill provides that in the Rule-Making process the Department_ of Health and
Family Services may make any additional requirements on the researchers. The Wisconsin

~ Cancer Reporting System within the Department of Health and Family Services is acutely
focused on protecting the confidential patient information contained within their registry; the
forms and requirements that will be developed in the Rule-Making process will be stringent and
thorough.

Finally, and most significantly, the protections and guidelines that HIPAA and the HHS
Common Rule have established regarding both protection of confidential patient information as
well as the conduct of research using confidential patient information, will ensure maximum
protection of confidential cancer registry data.

While HIPAA governs how the researchers must handle the confidential patient information, the
U.S. Health and Human (HHS) Common Rule on Protection of Human Subjects governs how the
cancer registry handles the data contained within their registry. The cancer registry is allowed to
release patient-identifiable cancer registry data in accordance with the HHS Common Rule,
which sets criteria for IRB approval of research.

The criteria for an IRB waiver through the HIPAA Privacy Rule are consistent with the criteria
for IRB waiver of informed consent under the Common Rule HHS Protection of Human Subjects
Regulations, which applies in this case. In short, any researcher seeking access to cancer regisiry
data will need to demonstrate to the Department that the researcher has received an IRB waiver
of Authorization for their research in accordance with existing federal law.

As touched on above, the federal legal infrastructure for using patient-identifiable information in
research is already well established (See Attachment). Our legislation operates within the
existing federal infrastructure and rules on the subject, and, as outlined in the above section, we
added a number of additional protections.

FISCAL NOTE; FEDERAL MATCHING DOLLARS

This bill includes a Fiscal Note which provides for 1.0 FTE at a cost of just more than $90,000.

We have an opportunity to capture federal matching dollars as a result of this Fiscal Note. For
every dollar Wisconsin puts towards its cancer registry, the federal government can match 3 to 1.
In other words, if we appropriate $90,000 to the Wisconsin Cancer Reporting System, we have
the opportunity to capture more than $270,000 in federal matching dollars. '

The severe staffing shortages occurring at the Wisconsin Cancer Reporting System (WCRS)
underscore the importance of this funding. According to the Centers for Disease Control,
Wisconsin’s cancer registry is the fourth wors¢ in the nation for staffing levels. Our annual
caseload per cancer registry staff is more than 4,000 cases per person (See Appendix 5).
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It has become apparent that the requirements created by this legislation would be significant and
therefore additional staff would be needed to ensure compliance with the bill.

[t would be unfortunate to succeed in making this data available for cancer research, but because

“of workload at the WCRS, researchers would have to wait vears to get the data they requested.

Timely receipt of cancer registry data is basic to the scientific validity of a researcher’s study.

The medical community has agreed to help fund this position through user fees. The researchers
who request and receive the cancer registry data will pay a “user fee” reasonable and
commensurate with actual and direct costs associated with the bill. The hope is that these user
fees will generate enough revenue to cover the cost of the FTE.

However, the amount of revenue the user fees will generate cannot be accurately predicted until
we have a better understanding of exactly the number of research requests the registry will
receive after this legislation is enacted. Because we want to be sure the position is funded, the
fiscal note would be funded through General Purpose Revenue (GPR) and the user fees would go
to repay the general fund.

Again, we see this as an opportunity for Wisconsin to capture 3-to-1 federal matching dollars for
enhanced cancer research and cancer reporting in Wisconsin, helping us also to meet the public
health goals of Healthy Wisconsin 2010.

A FINAL WORD

* The Cancer Research Advancement Act will enhance and support important cancer research in

Wisconsin’s hospitals, clinics, and medical and educational research centers by allowing for
release of cancer registry data to researchers.

This bill will ensure women, men, and children in Wisconsin have the best fighting chance
against this horrific disease. It will help us move toward our ultimate goal — a cure.

Thank you for considering this legislatibn. We hope we have the opportunity to report back to
you regarding the cancer research that was made possible because of your support for this
legislation. : '
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APPENDIX 1

Survey of U.S. Cancer Registries:
Encouraging Research in Cancer Screening, Diagnosis, and Treatment

Alaboma : Montana
Alaska Nebraska
Arizond New Hampshire

Arkansas New Mexico

Cdlifornia North Carolina

Colordao - North Dakota
Horida Ohio

Georgia . Oklahoma

~ Hawai " COregon
ldaho Pennsylvania

Hinois - Rhode land
Indiana South Carolina
lowa South Dakota
Luisiana Tennessee
Maine Texas
Maryland Utah
Massachusetts Vemont

Michigan Virginia

Mississippi Washington
Missouri West Virginia

Connecticut (For "public health planning”)
Delaware {To "cancer control cgencies”}
Minnegsola (Physician consent)

Nevada {(Patient consent)

New York {Patient consent or government funded]

Kansas
Kenfucky
New Jersey
Wisconsin
Wyoming




VAMBRDANARARANDLI

2311123

APPENDIX 2

January 13, 2008

To the Members of the Wisconsin Legisfature,

Medical research in Wisconsin has been a source of great pride for our State. The groundbreaking research in
our hospitals, clinics and universities has established Wisconsin as a leader in medicine and science.

With cancer, in particular, research is critical. For Wisconsin’s men, women and children, research can mean
the diffetence between surviving cancer and becoming a victim of cancer, In stark contrast to Wisconsin’s
great tradition of medical research, currently 45 other States have more research-conducive cancer registey
statutes than Wisconsin. Because of the way our state law was written 30 years ago, the Wisconsin Cancer
Registry is restricted ia its ability to aid cancer research in‘our State. As a result, medical researchers across
Wisconsin are unable to access the data needed to conduct or complete their rescarch.

For instance, a Wisconsin woman diagnosed with late-stage breast cancer has only a 7% change for survival
after five years, whereas a Wisconsin woman diagnosed with early-stage breast cancer has a 92% chance for
survival after five years. Dr. Richard Ellis, a radiologist at Gundersen Lutheran in La Crosse, is conducting
this research; he's identifving ways to detect and diagnose cancer earlier to save lives. He can’t complete his
research until he can access data contained in the Wisconsin Cancer Registry. He is just one example out of
nrany researchers and medical professionals in Wisconsin conducting important cancer research.

The Cancer Rescarch Advancement Act to amend the Wisconsin Cancer Registry will enhance and support
important cancer research in Wisconsin’s hospitals, clinics, and medical and educational research centers by
allowing for release of cancer registry data to researchers. This bill wilf ensure the women, men, and children
who are our patients receive optimal care and treatment. It will allow our researchers to publish their findings
and outcomes on 4 national and international level.

- Most of all, this bill will help us move toward our ultimate goal — a cure.

As physicians, nurses, medical professionals, and researchers working each day to alleviate cancet’s toll in
Wisconsin, we urge you to support this bill and ask you to stand beside us as we push to improve cancer
research in Wisconsin. ‘

Sincerely,

Bttt o

. j‘ff !J Robert Golden, MD

. ‘ Dean, UV Sebood of Medicine and Pubtic Health
Je-{.ﬁ'i:y.rl ho:} P SO,I} hip o V2ce Clancellor Medical Affairs

Chigf Bixecutive Offtcer & Pediatrivian UW-Madison +

Guadersen Lutheran - o

Unhversity of Wisconsin
SCHOOL OF MEDICINE
Ci%ﬂ.clier sSen AND PUBLIC HEALTH
| STAT. |
/ﬁzyéj % ity
Doug Reding, MD ‘ H
Vi President & Hematologist{ Oncologist 1. Michae! Bolger, J.D.
Marshiield Chnic Chif Boscecetive Qfffce & President

Medical College of Wisconsin
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Susan L Tarnee, MID, MS, FACMPE FACD

Rance Hafner, MD Chauf Boceentive Officery Fxoontize e President

Chutirporson
Wisconsin Cancer Couneil
+

CANGERCCH

Wisconsin Medical Society
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American

Cancer ; '
2 Society- Chris Queram
g vocey President and CEO.
Wisconsia Collaborative for Healthcare Quality
WCHQ
\ Wisconsin Collaborative
o Le L egen LA I _furHealdmrgQua.]iy
Michael A. Schmidt -
President, 81, foseph’s Hospital ‘
~ Ministry Health Care !
| A : /o
__Saint Joseph's Hospital ' P aul‘ Robey, MD
MinistrY Hearrs Care . Medical Directar
 Spamored by S fthe Sl M * Lakeshore Medical Clinic
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C.M. Chumbley, MD, MBA
President &7 CEO
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APPENDIX 3
Code of Federal Regulations
TITLE 45
PUBLIC WELFARE
DEPARTMENT OF HEALTH AND HUMAN SERVICES
PART 46
PROTECTION OF HUMAN SUBJECTS
[PDE 215 KB]
* %k ¥
Revised June 23, 2005
Effective June 23, 2005
* %k k
Basic HHS Policy for Protection of Human Research Subjects
Subpart A ~-
Sec.
To what does this policy apply?
46.101
46.102 Definitions.
. 46.103 Assuring compliance with this policy--research conducted or supported by any
Federal Department or Agency.
*—-ﬁjgigg' [Reserved]
46.107 ' IRB membership,
' IRB functions and operations.
46,108
46.109 IRB review of research.
46.110 Expedited review procedures for certain kinds of research involving no more than
minimal risk, and for minor changes in approved research.
46.111 Criteria for IRB approval of research.
Review by institution.
46,112 . '
Suspension or termination of IRB approval of research.
46.113 :
46.114 Cooperative research.
46.115 IRB records.
46.116 General requirements for informed consent.
46.117 Documentation of informed consent.
46.118 Applications and proposals lacking definite plans for involvement of human subjects.
46.119 Research undertaken without the intention of involving human subjects.
46.120 Evaluation and disposition of applications and proposals for research to be
conducted or supported by a Federal Department or Agency.
46.121 [Reserved] - _
46.122 Use of Federal funds. :
46,123 Early termination of research support: Evaluation of applications and proposals.
46.124 Conditions. .
Subpart B -- Additional Protections for Pregnant Women, Human Fetuses and Neonates
Involved in Research
Sec
To what do these regulations apply?
46.201 .
46.202 Definitions.
46.203 Duties of IRBs in connection with research involving pregnant women, fetuses, and
neonates, .
46.204 Research involving pregnant women or fetuses.
46.205 Research invelving neonates. .
46.206 Research involving, after delivery, the placenta, the dead fetus or fetal material.
Research not otherwise approvable which presents an opportunity to understand,
46.907 prevent, or alleviate a serious problem affecting the health or welfare of pregnant

-9
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women, fetuses, or neonates.

Additional Protections Pertaining to Biomedical and Behavioral Research

Subpart € -- Involving Prisoners as Subjects

Sec

46.301 Applicability.

46.302 Purpose.

46.303 Definitions.

46.304 Composition of Institutional Review Boards where prisoners are involved,

46,305 Additional duties of the Institutional Review Boards where prisoners are involved.

46.306 Permitted research involving prisoners.

Subpart D -  Additional Protections for Children Involved as Subjects in Research

Sec

46.401 To what do these regulations apply?

46.402 Definitions.

46.403 iRB duties.

46.404 Research not involving greater than minimal risk.

46.405 Research involving greater than minimal risk but presenting the prospect of direct
benefit to the individual subjects. ' .

46.406 Research involving greater than minimal risk and no prospect of direct benefit to

individual subjects, but likely to yield generalizable knowledge about the subject's
disorder or condition. '

46.407 Research not otherwise approvable which presents an opportunity to understand,

prevent, or alleviate a serious problem affecting the health or welfare of children.
46.408 Requirements for permission by parents or guardians and for assent by children.
46.409 Wards. .

Authority: 5 U.5.C. 301; 42 U.S.C. 289(a).

Editorial Note: The Department of Health and Human Services issued a notice of waiver
regarding the requirements set forth in part 46, relating to protection of human subjects, as
they pertain to demonstration projects, approved under section 1115 of the Sociat Security

Act, which test the use of cost--sharing, such as deductibles, copayment and coinsurance,
in the Medicaid -program. For further information see 47 FR 2208, Mar. 4, 1982.

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

210 -
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106 STAT. 3372 PUBLIC LAW 102-515—0CT. 24, 1992 _

Qct, 24, 1992
1S, 3317

Cancer
Registries
Amendment

Act,

Diseases.

Healtfy and
health care.

42 USC 201 nete,
42 USC 280e
nete.

42 USC 28ie,

69139 0 - 82 (515)

Public Law 102-515
102d Congress

An Act

Entitled the "Cancer Registries Amendment Act”.

Be it enacted by tlie Senate and House of Representatives of the
United States of America in Congress assembied,

SECTION 1. SHORT TITLE.

This Act may be cited as the “Cancer Registries Amendment
Act”.
SEC. Z. FINDINGS AND PURPOSE.

{a} FINDINGS.—Cangress finds that—

(1) cancer control efforts, including prevention and early
detection, are best addressed locally by State health depart-
ments that can identify unique needs; :

{2} cancer control programs and existing statewide popu-
lation-based cancer registries have identified cancer incidence
and cancer mortality rates that indicate the burden of cancer for
Americans is substantial and varies widely by geographic loca-
tion and by ethnicity; ,

(3) statewide cancer incidence and cancer mortality data,
can be used to identify cancer trends, patterns, and variation for
directing cancer control interverttion: '
~ (4) the American Association of Central Cancer Registries
{AACCR) cites that of the 50 States, approximately 38 have
establislied cancer registries, many are not statewide and 10
have no cancer registry; and

{5) AACCR also cites that of the 50 States, 39 collect data on
less than 100 percent of their population, and less than haif

have adequate resources for Insuring minimum standards for -

quality and for completeness of case information.
(b) PurPose.—Tt is the purpose of this Act to establish a national
program of cancer registries.

SEC. 3. NATIONAL PROGRAM OF CANCER REGISTRIES.

Title HI of the Public Health Service Act 42 U.S.C. 241 et seq.}

is amended by adding at the eni the following new part:
“PAarT M—NATIONAL PROGRAM OF CANCER REGISTRIES
"SEC. 399H. NATIONAL PROGRAM OF CANCER REGISTRIES, )

“(a) IN GENERaL.—The Secretary, acling through the Director of
the Centers for Disease Contral, may make grants to States, or may
make grants or enter into contracts with academic or noenprofii
organizations designated by the State to operate the State's cancer
registry in lieu of making a grant directly to the State. to support
the operation of population-based, statewide cancer registries in
order ta collect, for each form of in-situ and invasive cancer (with
the exception of basal cell and squamous cell carcinoma of the skin),
data concerning— :

‘,P‘ .

-
: Repated by the D C
i U.5. DEPARTMENT OF HEALTH & HUMAN SERVICES G

) Public Health Serdce . —

xﬁ O R
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PUBLIC LAW 102-515—0CT. 24, 1992 106 STAT. 3373

“(1) demographic infermartion about each case of cancer:

"2} information on the industrial or accupational history of
the individuals with the cancers, to the extent such information
is available from the same record;

“(3} administrative information. including date of diagnosis
and source of information;

- "(4) pathological data characterizing the cancer, including
the cancer site, stage of disease (pursuant to Staging Guide),

e d
i
o
>
=
-

” incidence, and type of treatment; and
ﬁ (5} other elements determined appropriate by the
Secretary.

- i-
1
j
o
i

“{h) MATCHING FUNDS.—

“(1) IN GeNERAL—The Secretary may make a grant under
subsection (a) only if the State, or the academic or nonprofit pri-
vate organization designated hy the State to operate the cancer
registry of the State, involved agrees, with respect to the costs
af the program, to make available {directly or through donations
from public or private entities) non-Federal contributions
toward such costs in an amount that is not less than 25 percent
of such costs or $1 for every $3 of Federal funds provided in the
grant, '

_ . *(2} DETERMINATION OF AMOUNT OF NON-FEDERAL CONTRIBU-
i TION; MAINTENANCE OF EFFORT.— :
“(A) Non-Federal contributions required in paragraph

(i} may be in eash or in kind, fairly evaluated, including

plant, equipment, or services. Amounts provided by the

Federal Government, or services assisted or subsidized to

any significant extent by the Federal Government, may not

be included in determining the amount of such non-Federal

contributions. B

“{B) With respect to a State in which the purpose
described in subsection {a) is to be carried out, the Secretary,
in making a determination of the amount of non-Federal
contributions previded under paragraph (1), may include
only such contributions as are in excess of the amount of
such contributions made by the State toward the collection
of data on cancer for the fiscal year preceding the first year
for which a grant under subsection (a) is made with respect
to the State. The Secretary may decrease the amount of non-

Federal contributions that otherwise would have been

required by this subsection in those cases in which the State

can demonstrate that decreasing such amourtt is appropriate

because of financial hardship. o
“{c) BLIGIBILITY FOR GRANTS.—

(1} IN GENERAL.—No grant shall be made by the Secretary
under subsection (a) unless an application has been submiited
1o, and approved by, the Secretary. Such application shall be in
such form, submitted in such a manner, and be accompanied by
such information, as the Secretary may specify. No such applica-
tion may be approved unless it contains assurances that the
applicant will use the funds provided only for the Purposes spec-
ified in the approved application and in accordance with the
requirements of this section, that the application will establish
such fiscal control and fund accounting procedures as may be
necessary (o assure proper disbursement and accounting of
Federal funds paid to the applicant under subsection {a}-of this

-12-
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PUBLIC LAW 102-515-—OCT. 24, 1992

section. and that the applicant will comply with the peer review
requirements under sections 491 and 192,

(2} ASSURANCES.-Fach applicant. prior to receiving Federal
funds under subsection (a), shall provide assurances satisfactory
to the Secretary that the applicant will——

“(A) provide for the establishment of a registry in accor-
dance with subsection {a):

(B} comply with appropriate standards of completeness,
timeliness, and quality of population-based cancer registry
data; _ )

"(C} provide for the annual pablication of reports of can-
cer data under subsection {a); and

“(D) provide for the authorization under State law of the
statewide cancer registry, including promulgation of regula-
tions providing— ' '

(i} a means to assure compleie reporting of cancer
cases {as described in subsection {a}} to the statewide
cancer registey by hospitals or ather facilities providing
screening, diagnostic or therapeutic services to patients
with respect to cancer: _

*{ii} a means to assure the complete reporting of can-
cer cases {as defined in subsection {a)) to the statewide
cancer registry by physicians, surgeons, and all ather
health care practitioners diagnosing or providing treat-
ment for cancer patients, except for cases directly
referred to or previsusly admitted to a hospital or other
facility providing screening, diagnestic or therapeutic
services to patients in that State and reported by those
facilities;

“(itf) @ means for the statewide cancer registry fo
access all records of physicians and surgeons, hospitals,
outpatient clinics. nursing homes, and all other facilities,
individuals, or agencies providing such services to
patients which would identify cases of cancer or would
establish characteristics of the cancer, treatment of the
cancer, or medical status of any identified patient;

“(iv) for the reporting of cancer case data to the
statewide eancer registry in such a format, with such
data elements, and in accordance with such standards of
quality timeliness and completeness, as may he estab-
lished by the Secretary;

“{v) for the protection of the confidentiality of all can-
cer case data reported to the statewide cancer regisiry,
including a prohibition on disclosure to any person of
information reported to the statewide cancer registry
that identifies, or could lead to the identification of, an
individual cancer patient, except for disclosure to other
State cancer registries and local and State heafth offi-
cers; - ;

“{vi} for a means by which confidential case data may
in accordance with State law be disclosed to cancer
researchers for the purposes of cancer prevention, control

- and research:

“{vii) for the authorization or the conduct, by the
statewide canicer registry or other persens and organiza-
tions, of studies utilizing statewide cancer registry data.

- 13-
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including studies of the sources and causes of cancer,
evaluations of the cost, quality, efficacy, and appropriate-
ness of diagnostic. therapeutic, rehabilitative. and pre-
ventative services and programs relating to cancer, and
any other clinical, epidemiological, or other cancer
research: and

“(vii) for protection for individuals complying with
the law, including provisions specilying that ne person
shall be held liable in any civil action with respect o a
tancer case report provided fo the statewide cancer reg-
istry, or with respect to access to cancer case information
provided to the statewide cancer registry.

“{d} RELATIONSHIP TO CERTAIN PROGRAMS, —

*(1) In eeNERAL.—This section may not be construed to act as
a replacement for or diminishment of the program carried out
by the Director of the National Cancer Institute and designated

- by such Director as the Surveitlance, Epidemiology, and End
Results Program (SEER}. '

“(2} SUPPLANTING OF ACTIVITIES.—In areas where both such
programs exist, the Secretary shalt ensure that SEER support is
not supplanted and that any additional activities are consisternt
with the guidelines provided for in subsection (2 ) and (D)
and are appropriately coordinated with the existing SEER pro-
gram.

"(3) TRANSFER OF RESPONSIBILTFY.-—The Secretary may not
transfer atministration responsibitity for such SEER program
from such Director. : :

*{4) CoprpINATION. - To encourage the greatest possible effi-
ciency and effectiveness of Federally supported efforts with
respect to the activides described in this subsection, the

Secretary shall take steps to assure the appropriate coordina- -
tion of programs supported under this part with existing -

Federally supported cancer registry programs.

“{e) REQUIREMENT REGARDING CERTAIN STUDY ON BREAST
CANCER.—In the case of a grant under subsection {a) to any State
specified in section 399K(b), the Secretary may establish such
conditions regarding the receipt of the grant as the Secretary deter-
mines are necessary 1o facifitate the collection of data for the study
carried out under section 399C.

"SEC, 3991 PLANNING GRANTS REGARDING REGISTRIES.

“{a) In GENERAL . — _ '

(1) STATES.--The Secretary, acting through the Director of
the Centers for Disease Control, may make grarnts to States for
the purpose of developing plans that meet the assurances
required by the Secretary under section 389B{c){2). :

“(2} OTHER ENTITIES. —For the purpase described in para-
graph (1), the Secretary may make grants to public entities
ather than States and te nonprofit private entities. Such a grant
may be made to an entity only if the State in which the purpose
is to be carried out has certified that the State approves the
entity as qualified to carry out the purpose.

“{b) APPLICATION. - The Secretary may make a grant under sub-
section (a) only if an application for the grant s submitted to the
Secretary, tlie application contains the certification required in sub-
section {a){2) (if the application is for a grant under such suliscc-

- 14 -
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12 US( 2800-2.

42 USC 280e-3.

42 USC 280e-4.

tion}, and the application is in stch form, is made in sucl mansier,

and contains such agreements, assurances, and information as the

Secretary determines to be necessary o carry out this section.

“SEC. 389]. TECHNICAL ASSISTANCE IN OPERATIONS OF STATEWIDE
CANCER REGISTRIES. -

“The Secretary, acting through the Director of the Centers for
Disease Control. may, directly or through grants and conitracts, or
both, provide technical assistance to the States in the establish.
ment and operation of statewide registries, including assistance in
the development of model legislation for statewide cancer registries
and assistance in establishing a computerized reporting and data
processing systemi. ‘ '

"SEC. 389K. STUDY IN CERTAIN STATES TO DETERMINE THE FAC
TORS CONTRIBUTING TO THE ELEVATED BREAST CANCER MOR-
TALITY RATES. -

“{a) IN GENERAL.-—Subject to subsections {c) and (d}, the Sec-
retary, acting through the Director of the National Cancer Institute,
shall conduct a study for the purpose of determining the factors
contributing to the fact that breast cancer mortality rates in the
States specified in subsection {(b) are elevated compared to rates in
other States. _

“{b} RELEVANT STateEs.—The States referred to in subsection {a}
are Connecticut, Delaware, Maryland, Massachusetts, New
Hampshire, New Jersey, New York, Rhode Island, Vermant, and the
Districe' of Columbia. '

“(¢) COOPERATION OF STATE.—The Secretary may conduct the
study required in subsection (a) in a State only if the State agrees
to cooperate with the Secretary in the conduct of the study, inchud-
ing providing information from any registry operated by the State
pursuant to section 399H (). '

“{d) PLANNING, COMMENCEMENT, AND DURATION.—The Secretary
shall, during each of the fiscal years 1993 and 1994, develop a plan
for conducling the study required in subsection {a). The study shall
be initiated by the Secretary not later than fiscal year 1894, and
the collection of data under the study may continue through fiscal
year {998,

“{e) REPORT.—Not later than September 30, 1999, the Secretary
shall coniplete the study required in subsection (a) and submit to
the Committee on Energy and Commerce of the House of Rep-
resentatives, and to the Commitiee on Labor and Human Resources
of the Senate, a report describing the findings and recomrenda-
tions made as a result of the study.

“SEC. 399L. AUTHORIZATION OF APPROPRIATIONS.

“(a) REGISTRIES.—For the purpese of carrying out this part, the
Secretary may use $30,000,000 for eacl of the fiscal years 1993
through 1997. Out of any amounts used for any such fiscal vear, the
Secretary may obligate not more than 25 percent for carrying out
section 3881, and not more than 10 percent may be expended for
assessing the accuracy. completeness and quality of data collected,
and not more than 10 percent of which is to be expended under sub-
section 389}, :

-15-
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“{b} BREAST CaANCER STUDY.—Of the amounts appropriated for

the Natienal Cancer Institute under subipart 1 of part C of ttle TV

for any fiscal year in which the study roguired in scetion 398K is
being carried cut, the Secretary shall expend not less than
$1,000,000 for the sewdy.”.

Approved October 24, 1992.
Authorization extended theough 1998,

16-
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Florida

kedian Ratio
Note; fowa (SEER)-50 staff -

. State Registry Caseload Per Staff (sorted by descending ratio)

APPENDIX 35

Michigan T
Pennsylvania
indiana 28833 8 /10
Chio 56000 22 2545
Massachusetts 55000 218 2511
Hlinofs 62600 25 2480
Virginla | 32696 13.5 2427
- Georgla 36000 17.25 2087
Oregon 20500 10 2050
Mebraska 9600 5 : 1800
Tennésee 35000 195 1795
New York 98000 54,2 1771
Alabama 23000 13 1769
Mlssourl 28000 16.75 1672
Texas 92,753 58 1656
South Pakota 4000 a5 160G
Arlzona 23000 1475 ’ 1559
Colarade 19700 13 1515
kdaho 6200 45 1378
Mainge 8500 6.5 . 1308
Oklahoma 17500 135 1296
Notth Carolina 35000 275 1273
Rhode lsland 6500 5.25 1238
New Hampshire 7221 6 1204
Kontana 5000 4.5 ERRE
Kansas 13600 12 1083
Atkansas 14026 15 935
Delaware 4500 5 . 800
Kentucky 22500 25 200
Minesota 24000 28 857
North Dakota 3200 38 842
Vermont ‘ 3300] 4 825
Louisiana 22158 © 43 515
Alaska 2100 45 487
Wyoming 2688 7 384

Wash DX 3000 e] - 333
kean Ratio | 211

1580

Source: State Profiles provided at CDC NPCR Program hManager's Meeting, March 2006, Atlanta, GA

Profiles werte not pr

- Mississippi. Nevada, New Jersey, South Carolin

]
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: Connecticu
a, Utah, and West Virginia

Note: Staff includes all full-time, part-time. state, federal and contract smployees listed in profiles
arf-time listi e estimated at .5 FTE for these calculations
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